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SPECIFICATION 

Electronic Version 1.2.8 
Stylesheet Version 1 .0 

METHODS AND SYSTEMS FOR 
MANAGING CLINICAL 
RESEARCH INFORMATION 

Background of Invention 

[0001] This invention relates generally to clinical research and, more particularly, to 
network-based methods and systems for managing clinical research information. 

[0002] At least some known clinical research entitles conduct clinical studies with 

selected patients to evaluate the effectiveness of clinical applications and medical 
equipment utilized in the treatment of these patients. These clinical studies include 
the collection of a significant amount of data from a plurality of patients including at 
least one of a patient name, a patient sex, a patient medical history, a patient weight, 
a patient height, a patient age, a patient ID number, a modality of treatment and/or 
diagnosis, a type of medical application utilized, medical equipment utilized In 
treatment and/or diagnosis, treatment and/or diagnosis results, modeled images, x- 
rays, manufacturing Information and documents relating to the medical equipment 
utilized, engineering information and documents relating to the medical equipment 
utilized, marketing information and documents, and other documents or information 
relating to the treatment and/or diagnosis of a patient within a specific clinical study. 
Historically, such data has been maintained in paper form. For clinical research 
entities that conduct multiple clinical studies with multiple patients maintaining such 
data in a manner wherein it may be effectively utilized by a plurality of people can be 
difficult and costly. 

[0003] when conducting a clinical study, researchers at a clinical research entity may be 
required to review a significant amount of data in numerous forms and in numerous 
locations. The data relates to the patients in the clinical study. Managing this 
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information such that it can be viewed in a standardized form is extremely difficult, 
time consuming, and costly. Moreover, sharing this information among others, 
including other researchers, physicians, radiologists, technicians, physicists, technical 
engineers, and reconstruction engineers, that may be located in a plurality of 
locations throughout the world, is extremely difficult. 

[0004] By enabling a clinical research entity to better manage clinical study data, which 

includes placing it in a standardized format, the clinical study data may be more easily 
viewed and analyzed by selected persons which facilitates medical diagnoses, 
optimizes the use of medical equipment in the diagnoses and treatment of patients, 
and facilitates the production of next generation medical equipment and the 
optimization of clinical applications. 

Summary of Invention 

[0005] In one aspect, a method for managing clinical study (CS) information for a clinical 
, research entity using a server system coupled to a centralized database and at least 

one client system is provided. The centralized database has a plurality of templates 
stored therein. The method includes receiving at the server system CS information 
■.p. relating to at least one patient involved in a clinical study wherein the CS information 

is entered through a user selected template displayed on the client system, storing CS 
information received at the server system in the centralized database, tracking CS 
information stored in the centralized database, updating the centralized database 
periodically with newly received CS Information to maintain CS information, and 
providing CS information in response to an inquiry. 

[0006] 

In another aspect, a method for managing clinical study (CS) information for a 
clinical research entity using a server system coupled to a centralized database and at 
least one client system is provided. The at least one client system is in communication 
with at least one medical device. The centralized database has a plurality of templates 
stored therein. The method includes using a template selected by a user from the 
plurality of templates stored in the centralized database to gather protocols for 
operating the at least one medical device, operating the at least one medical device 
based on the entered protocols, receiving at the server system CS information that 
relates to at least one patient involved in a clinical study wherein the CS information is 
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entered through a user selected template displayed on the client system and Is 
generated as part of the operation of the at least one medical device including at least 
one of x-rays and diagnostic images, storing CS information received at the server 
system in the centralized database, tracking CS information stored in the centralized 
database, updating the centralized database periodically with newly received CS 
information to maintain CS information, providing CS information in response to an 
inquiry, and transmitting from the server system to the at least one client system at 
least one report relating to CS Information and findings for at least one of a clinical 
study and a patient involved In a clinical study. 

[0007] In another aspect, a network based system for managing clinical study (CS) 
information is provided. The system includes a client system having a browser, a 
centralized database for storing information and a plurality of templates, and a server 
system configured to be coupled to the client system and the database. The server 
system is configured to receive CS information relating to at least one patient involved- 
In a clinical study wherein the CS information is entered through a user selected 
template displayed on the client system, store CS information in the centralized 
database, track CS information, update the centralized database periodically with 
' newly received CS information to maintain CS information, and provide CS information 
in response to an inquiry by a user. 

[0008] another aspect, a network based system for managing clinical study (CS) 

information is provided. The system includes a client system having a browser, at 
least one medical device in communication with the client system, a centralized 
database for storing information and a plurality of templates, and a server system 
configured to be coupled to the client system and the database. The server system is 
further configured to use a template selected by a user from the plurality of templates 
stored in the centralized database to gather protocols for operating the at least one 
medical device, operate the at least one medical device based on the entered 
protocols, and receive CS information relating to at least one patient involved in a 
clinical study wherein the CS information is entered through a user selected template 
displayed on the client system and generated as part of the operation of the at least 
one medical device including at least one of x-rays and diagnostic Images. The server 
system Is further configured to store CS information in the centralized database, track 
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CS information, update the centralized database periodically with newly received CS 

Information to maintain CS information, provide CS Information in response to an 

inquiry, and transmit to the client system at least one report relating to CS 

and findings for at least one of a clinical study and a patient involved in a clinical 

study. 

[0009] In another aspect, a computer program embodied on a computer readable 
medium for managing clinical study (CS) information is provided. The program 
includes a code segment that receives CS information relating to at least one patient 
involved in a clinical study through a user selected template displayed on a client 
system, maintains a database by adding, deleting and updating CS information, tracks 
CS information, provides CS information in response to an inquiry by a user, and 
transmits to the client system at least one report summarizing CS information and 
findings relating to at least one of a clinical study and a patient involved in a clinical 
study. 

Brief Description of Drawings 

[0010] Figure 1 is a simplified block diagram of a Clinical Research Coordination System 
(CRCS) in accordance with one embodiment of the present invention. 

[001 1] Figure 2 is an expanded version block diagram of an example embodiment of a 
server architecture of the CRCS. 

[001 2] Figure 3 illustrates an example configuration of a database within the database 
server of the server system including other related server components. 

[001 3] Figure 4 is a flowchart illustrating example processes utilized by a CRCS. 

Detailed Description 

[0014] 

Example embodiments of systems and processes that facilitate integrated 
network-based electronic reporting and workflow process management related to a 
Clinical Research Coordination System (CRCS) are described below In detail. The 
systems and processes facilitate, for example, electronic submission of information 
using a client system, automated extraction of information, and web-based reporting 
for internal and external system users. The CRCS permits a clinical research entity to 



App_ID= 10065 159 



Page 4 of 35 



collect, manage, store, and provide clinical study data to authorized internal users and 
authorized outside users to facilitate medical diagnoses, optimize the use of medical 
equipment in the diagnoses and treatment of patients, and facilitate the production of 
next generation medical equipment and the optimization of clinical applications. 

[001 5] In the example embodiment, the CRCS Is utilized to collect, track, display, and 
disseminate real time Information regarding Clinical Study (CS) data for a clinical 
research entity. CS data includes at least one of a patient name, a patient sex, a 
patient medical history, a patient weight, a patient height, a patient age, a patient ID 
number, a modality of treatment and/or diagnosis, utilized medical application 
information, utilized medical equipment information, treatment and/or diagnosis 
results, modeled images, x-rays, manufacturing information and documents relating 
to utilized medical equipment, engineering information and documents relating to 
utilized medical equipment, marketing information and documents relating to utilized 
medical equipment, and any other documents or information relating to the treatment 
and/or diagnosis of a patient within a specific clinical study conducted by the clinical 
research entity. In addition, the CRCS utilizes a plurality of standardized templates for , 
inputting CS data for a clinical study. The CRCS also enables a user to track and 
analyze CS data to develop future generation product specifications and to optimize 
clinical applications. The CRCS further enables an authorized outside user to view, 
analyze, and comment on CS data. Additionally, the CRCS enables a supervisor to 
manage at least one clinical study. The CRCS also permits an authorized user for a 
clinical research entity to Input CS data for a clinical study, edit CS data for an existing 
clinical study, review other user"s comments and findings, and generate reports. 

[001 6] CS data Is received by the CRCS which stores the CS data in a database, updates 
the database with CS data received, tracks the CS data received, provides CS data in 
response to an inquiry, allows an authorized outside user to review and comment on 
CS data, and provides a report to at least one user within the clinical research entity 
relating to the review of CS data by the authorized outside user. 

[0017] 

In the CRCS, CS data Is stored in the database. The network based CRCS provides 
convenient access to CS data including at least one of a patient name, a patient sex, a 
patient medical history, a patient weight, a patient height, a patient age, a patient ID 
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number, a modality of treatment, utilized medical application information, utilized 
medical equipment information, treatment and/or diagnosis results, modeled images, 
x-rays, manufacturing information and documents relating to utilized medical 
equipment, engineering Information and documents relating to utilized medical 
equipment, marketing information and documents relating to utilized medical 
equipment, and any other documents or information relating to the treatment and/or 
diagnosis of a patient within a specific clinical study. A user must be authorized to 
gain access into the CRCS. In the example embodiment, the user logs onto CRCS. 
Once the CRCS home page is accessed, the user will be able to choose from a list of 
clinical studies that the user has been given access to view CS data. In an example 
embodiment, only an authorized user can access the CS data. 

[001 8] in one embodiment, a computer program is provided, and the program is 

embodied on a computer readable medium and utilizes a Structured Query Language 
(SQL) with a client user interface front-end for administration and a web interface for 
standard user input and reports. In an example embodiment, the system is web 
enabled and is run on a business-entity intranet. In yet another embodiment, the 
system is fully accessed by individuals having an authorized access outside the 
firewall of the business-entity through the Internet. In a further example embodiment, 
the system is being run in a Windows ® environment (Windows is a registered 
trademark of Microsoft Corporation, Redmond, Washington). The application is 
flexible and designed to run in various different environments without compromising 
any major functionality. 

[0019] The systems and processes are not limited to the specific embodiments described 
herein. In addition, components of each system and each process can be practiced 
independent and separate from other components and processes described herein. 
Each component and process also can be used in combination with other assembly 
packages and processes. 

[0020] 

Figure 1 is a simplified block diagram of a Clinical Research Coordination System 
(CRCS) 1 0 including a server system 1 2, and a plurality of client sub-systems, also 
referred to as client systems 14, connected to server system 12. In one embodiment, 
client systems 1 4 are computers including a web browser, such that server system 1 2 
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is accessible to client systems 1 4 via the Internet. Client systems 1 4 are 
interconnected to the Internet through many interfaces including a network, such as a 
local area network (LAN) or a wide area network (WAN), dial-in-connections, cable 
modems and special high-speed ISDN lines. Client systems 14 could be any device 
capable of interconnecting to the Internet including a web-based phone, personal 
digital assistant (PDA), or other web-based connectable equipment. A database server 
1 6 is connected to a database 20 containing information on a variety of matters, as 
described below in greater detail. In one embodiment, centralized database 20 is 
stored on server system 12 and , can be accessed by potential users at one of client 
systems 14 by logging onto server system 12 through one of client systems 14. In an 
alternative embodiment database 20 is stored remotely from server system 1 2 and 
may be non-centralized. 

[0021] Figure 2 is an expanded block diagram of an example embodiment of a server 
architecture of a CRCS 22. Components in system 22, identical to components of 
system 10 (shown in Fig. 1), are identified in Figure 2 using the same reference 
numerals as used in Figure 1. System 22 includes server system 1 2 and client systems 
1 4. Server system 1 2 further includes database server 1 6, an application server 24, a 
web server 26, a fax server 28, a directory server 30, and a mail server 32. A disk 
storage unit 34 is coupled to database server 16 and directory server 30. Servers- 16, 
24, 26, 28, 30, and 32 are coupled in a local area network (LAN) 36. In addition, a 
system administrator's workstation 38, a user workstation 40, and a supervisor's 
workstation 42 are coupled to LAN 36. Alternatively, workstations 38, 40, and 42 are 
coupled to LAN 36 via an Internet link or are connected through an Intranet. 

[0022] Each workstation, 38, 40, and 42 is a personal computer having a web browser. 

Although the functions performed at the workstations typically are illustrated as being 
performed at respective workstations 38, 40, and 42, such functions can be 
performed at one of many personal computers coupled to LAN 36. Workstations 38, 
40, and 42 are illustrated as being associated with separate functions only to facilitate 
an understanding of the different types of functions that can be performed by 
individuals having access to LAN 36. In an example embodiment, client system 14 
includes workstation 40 which can be used by an authorized employee of the clinical 
research entity to review, manage, and comment on CS data. 
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[0023] 



Server system 12 is configured to be communicatively coupled to various 
individuals, including clinical research entity employees 44 and other third-party 
users, e.g., authorized outside users, 46 via an ISP Internet connection 48. The 
communication in the example embodiment is illustrated as being performed via the 
Internet, however, any other wide area network (WAN) type communication can be 



utilized in other embodiments, i.e., the systems and processes are not limited to 



being practiced via the Internet. In addition, and rather than WAN 50, local area 
network 36 could be used in place of WAN SO. 



[0024] 



In the example embodiment, any authorized individual having a workstation 54 



can access CRCS 22. At least one of the client systems includes a supervisor 
workstation 56 located at a remote location. Workstations 54 and 56 are personal 
computers having a web browser. Also, workstations 54 and 56 are configured to 
communicate with server system 12. Furthermore, fax server 28 communicates with 
remotely located client systems, including a client system 56 via a telephone link. Fax - 
server 28 is configured to communicate with other client systems 3 8, 40, and 42 as 
well. 

[0025] In one embodiment, a supervisor utilizing supervisor workstation 56 may access 
and manage a plurality of different clinical studies that may be stored in CRCS 22. The 
supervisor may extract CS data from the plurality of clinical studies to conduct data 
mining. Data mining includes comparing and contrasting CS data to determine 
whether trends exist with respect to the data. The supervisor may also control access 
to CRCS 22 and define who has permission to create and participate in clinical studies. 
Supervisor workstation 56 also enables the supervisor to track at least one of available 
memory on disk storage unit 34, common resources, network connections, and lists 
of common template values. In one embodiment, the supervisory control can be 
realized as a set of Java ® servlets, a C++ computer program, or a C computer 
program Qava is a registered trademark of Sun Microsystems, Inc., Mountain View, 
California). In another embodiment, each standardized template is in an eMatrix ® 
format (eMatrix is a registered trademark of MatrixOne, Inc. Chelmsford, 
Massachusetts). 



[0026] 



In one embodiment, supervisor workstation 56 also enables the supervisor to 
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create a plurality of standardized templates stored in database 20 within CRCS 22. 
The plurality of standardized templates are used for inputting CS data for a clinical 
study. In one embodiment, each of the plurality of standardized templates may be 
reconfigured by the supervisor to prompt a user to enter a variety of information as 
needed for a specific clinical study. 

[0027] In the example embodiment, workstation 56 is configured as an operational 

interface with medical imaging equipment 58. Medical equipment 58 may include, for 
example, but not limited to, a computed tomography, radiography, positron emission 
tomography, or ultrasound Imaging device. Workstation 56 allows specific protocols 
of equipment operation to be actuated. Medical data is generated as part of the 
operation of these devices with a selected protocol, including diagnostic images, in 
the usual course of a clinical study. The medical data is automatically entered as part 
of the CS data by virtue of the communication of workstation 56 within CRCS 22. 
Furthermore, the CS data may include specific protocols for equipment operation used 
to generate the medical data. The medical data can later facilitate an efficacy 
evaluation of particular protocols for medical diagnosis. This type of evaluation is an , 
output of a clinical study that facilitates the development of improved protocols and 
medical equipment. 

[0028] ' Figure 3 illustrates an example configuration of database 20 within database 

server 16 of server system 12 shown in Figure 1. Database 20 is coupled to several 
separate computer software components within server system 12 which perform 
specific tasks. In the example embodiment, server system 12 includes a collection 
component 64 for collecting data from users in database 20, a tracking component 66 
for tracking data, and a displaying component 68 to display information. Tracking 
component 66 tracks and cross-references data, including modifying existing data. 

[0029] 

Server system 1 2 also includes a receiving component 70 to receive a specific 
query from client system 14, and an accessing component 72 to access database 20 
within data storage device 34. Receiving component 70 Is programmed to receive a 
query from one of a plurality of users. Server system 1 2 further includes a processing 
component 76 for searching and processing received queries against database 20 
containing a variety of information collected by collection component 64. An 
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information fulfillment component 78, located in server system 12, enables the 
requested information to be downloaded to the plurality of users in response to the 
requests received by receiving component 70. Information fulfillment component 78 
downloads the information after the information Is retrieved from database 20 by a 
retrieving component 80. Retrieving component 80 retrieves, downloads and sends 
information to client system 14 based on a query received from client system 14. 

[0030] Retrieving component 80 also includes a display component 84 that is configured 
to download information to be displayed on a client system's graphical user interface 
and a printing component 86 that is configured to print information. Retrieving 
component 80 generates reports requested by the user through client system 14 in a 
= pre-determined format. System 1 0 is flexible to provide other alternative types of 
reports and is not constrained to the options set forth above. 

[0031] Server system 12 also includes a notifying component 88 and a providing 

component 90. Notif/ing component 88 electronically transmits a message to client 
system 14 based on information inputted into server system 12, notifying a supervisor 
of a review of CS data by an authorized user, including the user"s comments and 
findings. Providing component 90 electronically provides a report to supervisor 
workstation 56 (shown in Fig. 2) summarizing the review of the CS data by the 
authorized user, including the user"s comments and findings. 

[0032] In one embodiment, collection component 64, tracking component 66, displaying 
component 68, receiving component 70, processing component 76, information 
fulfillment component 78, retrieving component 80, display component 84, printing 
component 86, notif/ing component 88, and providing component 90 are computer 
programs embodied on computer readable medium. 

[0033] Database 20 stores CS data 92 for each clinical study 94 conducted by the clinical 
research entity. CS data 92 includes at least one of a patient name 1 00, a patient sex 
102, a patient medical history 104, a patient weight 106, a patient height 108, a 
patient age 1 1 0, a patient ID number 1 1 2, a modality of treatment 1 1 4, utilized 
medical application information 1 1 6, utilized medical equipment information 1 1 8, 
treatment results 120, modeled images 122, x-rays 124. manufacturing information 
and documents relating to utilized medical equipment 126, engineering information 
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and documents relating to utilized medical equipment 128, marketing information 
and documents relating to utilized medical equipment 1 30, and any other documents 
or information 1 32 relating to the treatment of a patient within a specific clinical study 
conducted by the clinical research entity. 

[0034] Utilized medical application Information 1 1 6 and utilized medical equipment 
Information 1 18 includes, but is not limited to, protocols utilized in medical 
applications and for operating medical equipment while treating a patient. For 
example, a protocol for a computed tomographic (CT) imaging system includes at 
least one of Gantry Speed, Helical Pitch, Collimatlon, Helical, Axial, and Cine. The 
protocols enable a physician or a technician conducting a specific medical application . 
or operating a specific piece of medical equipment, in the example a CT imaging 
system, to correctly conduct the application or operate the piece of equipment when 
treating a patient. Other protocols for other applications and other equipment may 
also be inputted and utilized by CRCS 10. 

[0035] CRCS 1 0 is utilized to collect, track, display, and disseminate real time information 

regarding CS data for a clinical research entity. In one embodiment, CRCS 1 0 utilizes a » 
plurality of standardized templates for inputting CS data 92 for a clinical study. CRCS 
1 0 also utilizes the plurality of standardized templates to display CS data 92 on client 
system 14. In one embodiment, each standardized template is in a Java ® format, a 
C++ computer program format, or a C computer program format. In another 
embodiment, each standardized template is in an eMatrix ® format (eMatrix is a 
registered trademark of MatrixOne, Inc. Chelmsford, Massachusetts). Each 
standardized template contains fields that prompt a user to enter specific CS data 92 
or displays specific CS data 92 for a user to view and analyze. These fields may also 
capture and display workflow for a specific clinical study. 

[0036] 

In one embodiment, when a user creates a new clinical study, the user selects a 
create a new clinical study button within system 1 0. System 1 0 then displays a 
standardized template wherein all the fields within the template are available for use. 
Additionally, specific fields common to many clinical studies can be selected from a 
drop down list, check boxes, or other manner for entering data could be used. Data is 
then entered by a user in other fields within the standardized template. In another 
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embodiment, certain fields within a standardized template may be automatically filled 
based on the type of medical application or type of treatment being utilized to treat a 
patient. 

[0037] In one embodiment, the standardized template function is realized as a Java ® 

servlet. For example, when a user creates a new clinical study, the user utilizes a web 
browser on client system 1 4 to request a web page from the URL of the servlet. Upon 
receiving the request, the servlet checks the relevant authorization of the user and, if 
allowed, creates an Instance of the requested standard template within Its own 
memory space and also requests that the appropriate memory be allocated on 
database 20. The servlet then sends a web page back to the user displayed on client 
system 14 to prompt the user to enter the necessary CS data 92 through the fields on 
the requested standardized template. As new patients are added to the clinical study, 
CS data 92 relating to these new patients are entered through the fields on the 
standardized template generated by the servlet. 

[0038] : System 1 0 accumulates a variety of confidential data and has different access 

levels to control and monitor the security of and access to system 1 0. Authorization 
for access Is assigned by system administrators on a need to know basis. In one 
embodiment, access is provided based on job functions. In yet another embodiment, 
system 10 provides access based on business-entity. The administration/editing 
capabilities within system 10 are also restricted to ensure that only authorized 
individuals have access to modify or edit the data existing in the system. System 10 
manages and controls access to system data and information. 

[0039] 

In another embodiment, system 1 0 enables a user to export CS data 92 to a 
computer program, for example, an Excel spreadsheet, such that the user can 
further analyze, review, and present the data. (Excel is a trademark of Microsoft 
Corporation, Redmond, Washington.) In another embodiment, system 1 0 enables a 
user to link certain documents and information to a patient involved in a clinical 
study. For example, a user may link to a specific patient involved in a clinical study at 
least one of a patient medical history, utilized medical application information, 
utilized medical equipment information, treatment and/or diagnosis results, modeled 
images, x-rays, manufacturing information and documents relating to utilized medical 
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equipment, engineering information and documents relating to utilized medical 
equipment, marketing information and documents relating to utilized medical 
equipment, and any other documents and information relating to the treatment 
and/or diagnosis of the patient. System 10 can then display these documents and 
information. 

[0040] The architectures of system 1 0 as well as various components of system 1 0 are 
example only. Other architectures are possible and can be utilized in connection with 
practicing the processes described below. 

[0041] Figure 4 is a flowchart 200 illustrating example processes utilized by system 10. 
Initially, a user accesses 210 a user interface, such as a home page 220, of the web 
site through client system 14 (shown in Fig. 1). In one embodiment, client system 14, 
as well as server system 12, are protected from access by unauthorized individuals. 
The user logs-in 230 to system 1 0 using a password (not shown) or an employee 
payroll number for security. In the example embodiment, client system 14 is 
configured to receive 232 an electronic notice indicating to a user that a review of CS 
data by another user has occurred and any comments or findings relating to the . 
review. 

[0042] 

Client system 14 displays 240 options available to the user through links, check 
boxes, or pull-down lists. Once the user selects 244 an option (in one embodiment, 
relating to a specific clinical study being performed by the clinical research entity) 
from the available links, the request is transmitted 248 to server system 1 2. 
Transmitting 248 the request is accomplished, in one embodiment, either by click of a 
mouse or by a voice command. Once server system 1 2 (shown in Fig. 1) receives 252 
the request, server system 12 accesses 256 database 20 (shown in Fig. 1). System 10 
determines 260 if additional narrowing options are available. In one embodiment, 
additional narrowing options include at least one of clinical study name, clinical site, 
modality of treatment, protocol, and exam number selection pull-down lists and data 
fields. If additional narrowing options are available 264, system 1 0 displays 240 the 
options relating to the prior option selected by the user on client system 14. The user 
selects 244 the desired option and transmits the request 248. Server system 12 
receives the request 252 and accesses 256 database 20. When system 10 determines 
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that additional options 260 are not available 268, system 10 retrieves 272 requested 
information from database 20. The requested information is downloaded 276 and 
provided 280 to client system 1 4 from server 1 2. Client system 1 4 transmits a report 
282, from a user to supervisor workstation 56 (shown in Fig. 2), which summarizes 
the user"s review of the C5 data, and includes the user"s comments and findings. The 
user may continue to search 284 database 20 for other information or exit 290 from 
system 10. 

[0043] 

CRCS 1 0 therefore permits a clinical research entity to collect, manage, store, and 
provide clinical study data to authorized internal users and authorized outside users 
to facilitate medical diagnoses, optimize the use of medical equipment in the 
diagnoses and treatment of patients, and facilitate the production of next generation 
medical equipment and the optimization of clinical applications. More specifically, 
CRCS 10 is utilized to collect, track, display, and disseminate real time information 
regarding CS data for a clinical research entity. CS data includes at least one of a 
patient name, a patient sex, a patient medical history, a patient weight, a patient 
height, a patient age, a patient ID number, a modality of treatment, utilized medical 
application information, utilized medical equipment information, treatment results, 
modeled images, x-rays, manufacturing information and documents relating to 
utilized medical equipment, engineering information and documents relating to 
utilized medical equipment, marketing information and documents relating to utilized 
medical equipment, and any other documents or information relating to the treatment 
of a patient within a specific clinical study conducted by the clinical research entity. In 
addition, CRCS 1 0 utilizes standardized templates for inputting CS data for a clinical 
study. CRCS 1 0 also enables a user to track and analyze CS data to develop future 
generation product specifications and to optimize clinical applications. CRCS 1 0 
further enables an authorized outside user to view, analyze, and comment on CS data. 
Additionally, CRCS 1 0 enables a supervisor to manage at least one clinical study. CRCS 
1 0 also permits an authorized user for a clinical research entity to input CS data for a 
clinical study, edit CS data for an existing clinical study, review other user"s comments 
and findings, and generate reports. By enabling a clinical study entity to better 
manage CS data, CRCS 10 facilitates reducing transaction costs for the clinical study 
entity and facilitates reducing the amount of time spent on each clinical study by the 
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clinical study entity. 

[0044] While the invention has been described in terms of various specific embodiments, 
those skilled In the art will recognize that the invention can be practiced with 
modification within the spirit and scope of the claims. 
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